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DETAILED ACTION 
Status of the Claims 

1. Claims 1, 32-34, 39-45, 50-52, 57-61, 63-65 and 67-70 are pending. 

Applicants' amendment filed January 4, 2008 is acknowledged. Applicants' response has 
been fully considered. Claims 59 and 67 have been amended, and claim 66 have been cancelled. 
Therefore, claims 1, 32-34, 39-45, 50-52, 57-61, 63-65 and 67-70 are examined. 

Withdrawn Claim Rejections - 35 USC § 102 

2. The previous rejection of claims 59-61 and 65 under 35 U.S.C. 102(a) as being 
anticipated by Wall et al. (Methods in Enzymology 309, 204-219 (1999)), is withdrawn in view 
of applicants' amendment to the claim, and applicants' response at page 6 in the amendment 
filed January 4, 2008. 

New Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

3. Claims 59-61, 65 and 67 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Wall et al. (Methods in Enzymology 309, 204-219 (1999)) in view of Solomon et al. (WO 
99/60024, Reference GR in IDS filed 10/25/02) and Muller-Lierheim (U.S. Patent 4,828,563). 

Wall et al. teach agitation-stimulated fibrillogenesis of immunoglobulin light chain 
peptides, recombinant Vl fragments and whole Bence Jones proteins to produce a 1 mg/ml of 
fibril solution in phosphate-buffered saline (pages 206-208, 212-214). Since the reference 
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teaches the fibril solutions of immunoglobulin light chain peptides having 1 mg/ml (i.e., an 
effective amount), which is the concentration used for immunization as evidenced by Soloman et 
al. (US 2002/0019335; paragraphs [0159], [0160]). However, Wall et al. do not disclose the 
composition comprising an adjuvant. 

Solomon et al. disclose synthetic fibrils comprising immunoglobulin light chains were 
prepared by the method of Wall et al., and the fibrils were concentrated and then used to 
immunize Balb/c mice over a period of several weeks, and monoclonal cell lines secreting anti- 
fibril antibodies were produced using standard hydridoma techniques (Example 7, pages 20-21). 

Muller-Lierheim discloses in the standard hydridoma technique for producing antibodies, 
the proteins are prepared in Freund's complete adjuvant for immunizing Balb/c mice (column 2, 
lines 28-41). 

At the time of invention was made, it would have been obvious that one of ordinary skill 
in the art has been motivated to combine the three references to prepare a pharmaceutical 
composition comprising synthetic fibrils comprising immunoglobulin light chain peptides and a 
carrier as taught by Wall et al. and further to include an adjuvant such as Freund's complete 
adjuvant in the composition as taught by Solomon et al. and Muller-Lierheim (claims 59-61, 65 
and 67) because the inclusion of an adjuvant such as Freund's complete adjuvant would improve 
the immune response of the antigen (i.e., synthetic fibrils) and Freund's complete adjuvant is 
commonly used in the standard hydridoma technique. Thus, the combined references result in the 
claimed invention and was, as a whole, prima facie obvious at the time the claimed invention 
was made. 
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4. Claim 68 is rejected under 35 U.S.C. 103(a) as being unpatentable over Wall et al. 
(Methods in Enzymology 309, 204-219 (1999)) in view of Solomon et al. (WO 99/60024, 
Reference GR in IDS filed 10/25/02) and Muller-Lierheim (U.S. Patent 4,828,563) as applied to 
claims 59-61, 65 and 67, further in view of Nishimura et al. (U.S. Patent 5,583,005). 

Wall et al. teach agitation-stimulated fibrillogenesis of immunoglobulin light chain 
peptides, recombinant Vl fragments and whole Bence Jones proteins to produce a 1 mg/ml of 
fibril solution in phosphate-buffered saline (pages 206-208, 212-214). Since the reference 
teaches the fibril solutions of immunoglobulin light chain peptides having 1 mg/ml (i.e., an 
effective amount), which is the concentration used for immunization as evidenced by Soloman et 
al. (US 2002/0019335; paragraphs [0159], [0160]). Solomon et al. disclose synthetic fibrils 
comprising immunoglobulin light chains were prepared by the method of Wall et al., and the 
fibrils were concentrated and then used to immunize Balb/c mice over a period of several weeks, 
and monoclonal cell lines secreting anti-fibril antibodies were produced using standard 
hydridoma techniques (Example 7, pages 20-21). Muller-Lierheim discloses in the standard 
hydridoma technique for producing antibodies, the proteins are prepared in Freund's complete 
adjuvant for immunizing Balb/c mice (column 2, lines 28-41). However, the combination of 
Wall et al., Solomon et al. and Muller-Lierheim do not disclose the composition comprising an 
adjuvant of BCG, Corynebacterium parvum or ALUM. 

Nashimura et al. teach human IgE can be prepared in Freund's complete adjuvant or in 
alum precipitation suspension (column 4, lines 47-53). 

At the time of invention was made, it would have been obvious that one of ordinary skill 
in the art has been motivated to combine the references to prepare a pharmaceutical composition 
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comprising synthetic fibrils comprising immunoglobulin light chain peptides and a carrier as 
taught by Wall et al. and further to include an adjuvant such as Freund's complete adjuvant in 
the composition as taught by Solomon et al. and Muller-Lierheim or to include an adjuvant of 
alum as taught by Nashimura et al. because the inclusion of a different adjuvant such as alum 
would provide an alternative adjuvant for administering synthetic fibrils. Thus, the combined 
references result in the claimed invention and was, as a whole, prima facie obvious at the time 
the claimed invention was made. 

Conclusion 

5. Claims 59-61, 65 and 67-68 are rejected. It appears that claims 1, 32-34, 39-45, 50-52, 

57-58, 63-64 and 69-70 are free of art. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Chih-Min Kam whose telephone number is (571) 272-0948. The 
examiner can normally be reached on 8.00-4:30, Mon-Fri. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kathleen Bragdon can be reached at 571-272-093 1 . The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



/Chih-Min Kam/ 

Primary Examiner, Art Unit 1656 

CMK 

March 20, 2008 



